
not ~mtical ~mxrns. 

XUxlY hlfbc~OrlS are under-rcpotied due to insuffcieut patient Q&hg ad t&T:;?” 
injuries due 10 device failure are under-reported due to le@ liability co&&. 

Although many reprocessors claim that reprocessing has been going on for twenty years 
the fact is th+t this was with respect to reusable devices and opened but unused single u& “..V .“~,“~~~~~.‘~~~~~,~,~~~~~~~~~,_ _,.. . 
devices. In today’s cost cutting environment, it is proper to look at all pos&le t&as $ 
save money, but reprocessing complex, plastic, single used devices su&&.biopsy 

. forceps, sphincterotomes, electrophysiology catheters and angioplasfjl &the&s is simply 
not a safe avenue to pursue atil these reprocessed devices receive IDA apprchial for 
reuse. ,: ,. 

_. 

This practice also poses many ethical questions. There is no medical benefit to the 
patient, and, it is my understanding, that the patient does not receive lower tiealthcaie 
costs. 
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It is also my understanding that patients are not told that u&d disposable devices 
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will be used on them. Without such knowledge, patients cannot protect themselves 
hea!thcare professional, I want to speak out on their behalf 
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Reprocessors of single use devices claim to hav 
‘: I - ,/ .:.: ,,.$yt.a*;TL&,:,;L, ,& ) 

ad expertise, q=qn 
tt~ “properly” reprocess used sinsle w d&es. They am ~evfo?% ~u@@&!&,,$!~ 
eyes of healthcare worker! and patients. In addition, reprocessing a sin$e y CT?, for 
reuse changes the device into a reusable device. Accordingly, icp’oc”ofs .$$$be, 
regulatea in the same manner as original equipment manuGicturers using the existing 
FDA regulations for reusable devices. To create p new regulatory policy wastes. v(lluable 
FDA r&arces and &lays reEry enforcement putting, thus patients Unnetissarily at 
risk for an undetern+ed period oftime. 
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